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Hie present tnvendon relates te a blister label for use in a drug container, a device fc r 
storii^ aodiegistmi^ the dispensing of dn^ doses, inhere said drugs are packed ii 
drug eontaipOTS of the blister type, as wdl as a method for legjatering the difq^^Mitig ^ p 
admgdose. 

Most drugs are designed to be dispensed and taken at certain interval 

to get die optinnnn effect of the drug, as die drug was designed to from die manufec • 

turer side. In other di ftm is ta qc e s, espedally when tesdng a new drug, it is importan : 

for the drug manu&ctorer to be able (D design a piogiannne^ wtim ^ 

drugs is pzededded at certain iitovab depending on the active drug contained in th*: 

dnig testp as wdU as registermg \dien tMs event actually took place. 

E^peciaQsr ixdien carrying out clinical tests for new dmgs a$ pait of Ibe testing cycb, 
requested by auibarities before intiodudng a new drug to the public it is vital fortb: 
manu&ctnrer to know exactly how Ibis dnig will affect the patient When te^ 
on humans or animals there is anomber of uncertain &ctors, which can influence tbs 
effectiveness of the drug on the test person or animaL 



The disease^ whidi it is desired m cure or treat, can be in a niore or less advanced ^ 
in the patient, whcrel^ the drug will have a vaiymg effect accordu^ to die ad* 
venceness of die disease, size of the patieat, the metabolism of the padcnt, the cegula- 
diet of the patient, etc. and etc. All these aspects can be observed and judged by expc • 
rienced doctors, whereby the effectiveness of the drug in typical scenarios can be de • 
tennined. 

Anodier &ctor, which also can influence the effectiveness of a drug in test, is the ttm 
ing with widch the drug is taken by the patient If variadons in the period betweo i 
each drug dose occur the effectiv^ess of a drug can be minimum, or if drugs dose: 
ate taken ^th too short a tirbe span drugs side ef&cts can be more serious than wha: 
would have occurred had die drugs been taken at regular intervals. 



20 
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Especially during eUDical tests the compliance that is the difference in time when i 
drug is supposed to be takea and when it is actually taken, is of great importance Li 
that the more uncertain factors can be eliminated from a test programme the more reli - 
able one can Judge tShe test programme. 

5 

The trend in drug makinig is to use less and less at^ve drugs In each dos^ 

risk of side effects becomes less and less. This» however, requires -diat the drugs ari 

taken at regular intervals in order to detenuine whethar or liot the drug has an ^Sfect 



10 A clinical test usually lasts efglxteen months^ but die entize test programme for Intro- 
ducing a new drug usually lasts six years or more in order to get the authorities' sp* 
proval. During the early clinical tests a number of padents sufiTering fiom the disease* 
for which the drug is developed to have an effect, are selected. Each padenr enrollini. 
in a test programme is dien required to keep a diary and follow the time schedules se : 

15 up by the drug testing comp any. The patient diary is usually in die shape of a numbe * 
of pages, and each page has two or dnee carbon copies. In die diary die patient wU. 
note his or her general condidon, the time wiien the drug was taken, as well as an;* 
extraordinary circumstances, v^eh can be of in^ortance £or judging die result of dM 
clinical test. Two cc^es are Iheaeafler sent to secretaries, who will separately type ii. 

20 the data fiom the padents. The entered data will be compared and corrected if there i* ; 
a deviadoe between the two sets of idendcal data, Mdiereafter die data will be &r 
warded to the company canyxng out the test In dus way it is posnble for due compai^ * 
to get a large number of test result^ which have been correlated and corrected at tb* 
source. 

25 

There i8» however, as described above^ a suimber of weaknesses in tins system, whid, 
can JeopardizB a clinical test fHogcamme. 



Padents having volunteered to exuoll in test programmes has an obligation to cacc' 
30 out the test according to the schedule set out by the testing company. Should, however, 
a padent feal to take a: drug dose at die required dme ^r one reason or anodier, diii 
should of course be noted in die diary. This causes two undesired effects; fast it wiJ. 
be difficult for the drug maou&etuier to judge die effect of the medieadon during dia: 
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intarval, where there was an ixreg^ul&r Iflkitig of dose^ azui fizitiicnnore vi some ceses 
the patient will due to the obUgatian of the pteprogrBmmed sehedular <in2g taking pet * 
haps not fiU in the cotzect time in the diazy. 

5 Objects aiuB siminiasy of the invention 

It is therefore an ol^ect of the present mvention to provide a device for storing an<l 
re^stering the dispensing of drug doses. Furthennore the device comprises means fo * 
reminding the patient of when a certain drug dose has to be taken, both as a visual 
10 signal and/or as an audible signaL 

The drugs axe advantageously sored in a drag container of the blister type. Stich a 
drug container is made tern a first, often flexible, foil, often transparent, i^^eiem a 
number of depressions oonesponding to the number of drug doses stored in the dmj: 
15 costahier is formed. The depresstona in the flexible foU are thereafter closed by adhe « 
sively applyhig a blister labd to the side of the foil fiom i^ch die depressions aM 

Jx is also an object of the present invention to provide a blister label for use in a dru« . 
20 container focilitatingpaGk^s^ of drugs in tablet or pill form, wherem electrical con • 

sections built Into tiie labd will signal to ibc device when a oonneetion is broken as i . 

cons equ en c e of a dtqg being dispensed, vAmby it will be possible to register ib^ timt > 

when the lead was broken and diereby when the drag was dispensed. It is in this con • 

nection of course an assimqition that once a drug is dispensed it will also be taken by 
25 the patient at that time. However* as most patients are voluntarily emolling in thesi* 

test programmes and are hxteiested in being treated tbr a disease it is assumed tha. 

once they lemiamber to dispense the drag it will be takoL 

Furthemioxe, the invention also has the object of providing a method, where a dmi; 
30 container is placed in a device, whereby the method provides for r^stering the dis • 
pensing of a drug dose, where the dose is in tablet, pill, or the like form, and is padc- 
aged in a drqg container. 



0 
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These objects ars achieved by a device for storing and legisteriog the dijepgng^ypg „f 
drug doses, herein said device comprises contact poinls, at least conesponding o 
contact Islands provided on Hie label as well as holding means for holding said conta n 
islands of the drug container in electrical contact with the contact points, and that sa: d 
S contact points are connected to a oosnpudng means comprising an electrical timiT 
q^stem, oaspat means in the fomi of a ^lay and qptionaUy aa audible alaxm. dara 
storing means and a source of energy. 

By this arrangement it is assured that a &m electrical contact is etablished between the 
10 device and the drug container. By measuring die decixica] contact 

between two contact points it canbe detennlned whether or not there is ccmneedon. 1 1 
case there is a connection the drug in the drug containers has not been forced tfaroi^i 
the blister packaging and thereby breading tiie electrical connection and consequent! y 
the drug has not been dispensed. However, If there is no contact, it indicates that tb: 
15 drag has been cUspensed. In ilus case the computing means will register the time fion 
the dectraoic timer ^stem and stove this mfbimation in the data storage fw^^g^ , Als > 
at the same time^ Le. ibe dme when the break of the connection occuoed wOl set % 
timer running indicating how nmch time has elapsed since that last break. The user 
i^ill then know, how long it was since the last dose was taken^ and therefore be able t > 
20 calculate when the next dose is to be taken. 

In a further advantageous emboc&nent the holding means in the device comprises i 
first lockable member, which member can be brought from an open position in whic i 
a drug container can be placed in the device to a closed position, where die member 

25 fixates the drug container in relation to the device. This is particulariy ixoEportant i i 
that it hereby is possible to fixate the contact points hi contact vnth corresponding 
contact islands on the drug container to ensure a firm and electricaUy conductive con • 
neetion between die device and Hbe drug container. By havii^ this secure and conduc- 
tive contact between these two members it is possible to register whether or not adru.t 

30 dose has been dispensed and when this was dispensed. 

The lockable tnember is so firmly anchored in the device that it will be difiBcult for tb» 
patient to accidentally remove the drug contauier from the device. Hereto is elio^- 
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tiated the risk of accidestdly removiog and/or replacing ifae drug container. e.g. wifh a 
difierent drag container or turning die dnig container round, such that the computio g 
naeans as well as the storage will collect and treat vvtods w daia. The lockabJs 
member can etigage a switch provided in the device, such that an active indicator :s 
provicted for iniUcatiQg that the drug amtainer as well as the lockable member is coi - 
rectly engaged. 

By providing computing means in the device it is possible to geuexcte ou^ to tbs 
display indica t ing in the display simultaneoosty or by manipulating switches piovide i 
on the device the time elapse fiom last dr^g ifi^iensed, real tune, enor messages, lo^ / 
energy levd in^caton. etc Acc^xfipg to the size of ^ displflgr aU data can be show i 
or only selected data, which can be called 19 jn the disfpl^ by wwmip»t«t^g j^vitc 1 
devices provided on tlie device. 

In additioa to the indicadons on the display timber visual andi'or audible indice- 
toi/alazm can be piovided on the device, wbeidsy it will visuaDy be possible for th: 
user to see that the time has come for dispendng and taking the Allowing dr^g dose. 
Ibis visible indicator can for exaniple be in tlie shape of a ligjbt diode. A audible alaro i 
is also desirable in that it can be ananged to require an acdvc iiq jut fiom the user 131 
order to switch die alatin ofi^ whereby die user has become awaxe of now is tiie tune t^ 
tdce the dn% and has handled the drug dispensing device m coder to swi^ Blaxni 
otL 

In order to download the data fiom the device to an outside device an inter&ce in tbr 
shape of a mobile flash caid, USB gate;, mfiared transmission, parallel or serial poi: 
may be provided, such that commnnicatin^tansfemng data to and ftom an outsid-: 
deviee is achievable. 

By providing the device with a modem it is possible for the doctor involved in tbs 
clinical test and/or for the cos^paay dhectly to call up the device and download th»: 
data stored in the menooxy bank in die device without the test personAiser having ti> 
briiiig the device to the doctor or die drug manufacturer. 
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By using aUSB gete, v^ch is cumently ^ moat easy to use connection between two 
devices, the doctor can easily download data fiom the device to his PC for ftafaijr 
compatiDQ and sending out to Ibe manu&ctuier. 

lha simOar manner it is possible to use infiaied transmisszon means built into the dt^ 
vice, whereby upon activation of this coimnmncating device data will be txans&ned 
fiom the device to for exan^Ie a PC 

Data can of course also be transferred by the traditional means in the shape of a paia - 
lei or sezial port and by a common cable means as used for connecting hardware di - 
vices in a computer n^work. 

The data store &dlicy inside the device can have a ss2e whereby it is possible id sa\ e 
all data for the entire test period in ^e data storage such that only copys of this daia 
are send off to the outside agency, e.g. doctor or manufietuter. Should any mishap cr 
coou^on of data tiieiefoxe occur it is possible to download a new veision fiom the 
device itself, which will keep the cdglnal data in a haskup storage. By piovidit^ 
device with a oiobib flash cax4 data stOR^e and data transfer can be m^^ 

By providing conipntiag means and interfoce means in the device it is possible to it- 
progrsmme the device. Th& computing means is originally ptir>£rnnimRrf ^^th the sc - 
quence of when the dnig shouM be dispensed, and/or oOiesr infomiatt^ 
the drug, drug batch* user, doctor, act. If it is deskahle to use the device in connectioa 
wiA other types of drugs or with different types of drug doses the sequence of di:- 
pensing can be rep i ogiammed via tiie interfoce Tn^^qng 

In a fiirther advantageous embodiment tlie computer con^nises data relating to any 
one or a combinadon of the followmg: drug user, drug ^pe, drug identificadonp drug 
manu&cturer, sequence of dispensing each dose, prescribing doctor or hospital. Whea 
cuiiiparing the infonnadon stored ou the drug contamer with die infonnaiion stored i a 
the eon^uter abom the user it is possible to assure liist ttxe conect user has been issue 1 
widi the collect drug. 



%7/eB/2Ba2 12:47 70203771 PATR«)E A/5 



SIDE 11/25 



7 

FurtheniKa^ the seqizi»c» of dispenabg tt^ 

cording to d» test programme, and it ia thereftwe important that in soma instances th« • 
conect user xeceives the correct batch of drugs with the special sequence of dispensinf . 
the drugs. In case there is a mismatch between the data stored on the drug containe • 
and the data stoied in the compudng incans an enur message is general^ 
message can for example be in the shape of an indicating sign hiniM«g u tiw> 

and audiTde alarm, and/or a dgnai being sent off to tiie doctca thai «^ 
coned. 



10 "a© invention fbrther relates to a bHsiwlabdfeusc in a dn^ 
packaging of drugs in tablet «9)sule and piU fiin^ 

it is ruptmable at least in zones correqKJnding to blisters, and that fer each dru£ 
dose there is provided an electrical connection extending across ^ch rupturable zone 
and that upon rupture die electrical connection will break, and fhrther that each con- 
15 nection extending across eadi nqmirahle zone consists of two substantiaily super- 
posed, separate electrical leads separated by an hisulatii^ layer, and dial each lead vt 
connected to two contact islands. 



This constmction gives a mimber of advantages in comparison to the prior art. B> 
having nqpturaUe zones at least in zones corresponding to die blisters a veiy well de- 
fined break zone is achieved The blisters shaD of course cor^ 
drugs meanhig that if the drug is triangular or elongated die bh'ster will have a eorre- 
iqjonding shape or at least a shape being able to accomodate the drug completely in- 
side said blister. The defined break zone also assures that a break of the coonectioB 
will occur in correspondance to die squeezing out of the drug kept m die blister. Fur- 
dsermore, it can be avoided as these well defined ruptnraUe zones are provided tbai 
die squeeziQg out of a drag in die blister podkaging will cause odier dnigs to be 
squeezed other out dian die one the user desires to take out To further assure diat the 
desired drug dose and no odier drug doses are squeezed out the device for storing the 
registering and dispensing of dnig doses can be designed such that die blister is placed 
on a tray, wherem apertures are provided couesponding to each blister. This means 
diat the blister pacOcagmg is supported eaccept m die areas 
spondiiig to dru^ being present on the blister. 
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The provision of two substantial]}' supeiposed leads separated by an insulating layer 
Wlds IV « soHsdted ledmidance stystea 
iafbnnation abort tiie bwatage is pn^^ 

in tl» device. He«by it Is assuied that ft coMct Inprt is gatlK^ 

nor divogences in the production of the label oceuritisposaible to detect these finlti 

by double eheekisg the coaneetivily of the eotiie labeL Furfhennoro. as these packagei 

ate bandied the jnoviaon of a two-lead siystem still assures that the package is usabl 

as it is veor unlikely thrt both dectrical leads as weU as the iasnlatiiig 1^^ 

won out Aie to handing and dispens&g of the <biig conlamer. 



fa a fcrther advantageous embodhnem the contact islands on the blister label are ar. 
ranged along one or mote edges of &e blister label. In some drug tests ^vfaero a num • 
ber, s.g. tea or twenty dnig doses are stoied on one blister It can be desirable to protect 

the drag doses. Tlie device can therefitte be sh^ed fa SDcfa a way that a plalfbnn i I 
provided fer InstBlling the drug container on such that the dbigs aie ke^ 
Ibe device. In this instance the contact islands can be provided on tfther aide of tki 
cam, whereby additional tolerances in placing the contact islands on the blister label 
can be aDowed. However, m other mstances U can be desitable to have aU contact is . 

20 tan*onoiie«rfgeof4eh*eIaslhiscanininhni2ethesizeofthedeWcefct5t«^ 

doses. 



In a fimhcr advantageous embodimeBt On label is partly perforated alcmg the ouUin*: 

of each nqMorable »jnB. By peiforating ibe label material along the online of eadt 

25 n9«oratoaone and flieral^ fee oatlfflie of each blister it iafiirtha 

piesshig on a blister fa an attampt to squeeze ow a drwg dose flds will eaiae the de . 

riied and only 4e dashed hHster to dcfcm and to rqrtoie flie labd causing the eorre . 
QKndiag electrical couKcdon to biealc 



In a further advantageous embodimeot each electrical lead/connection ccnesponds to a 

nniqiK resistance vahie. The resistance vahiBs are selected such that addition of 8 ran . 
dom number of redstart vahies wDl give mique sums identi^dog yOdeh leads hsvn 

been broken. This embodftnert is eqjedaDy used fa diiiical tests wheio the drug dose ; 
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have to be taken in a pfedetenmned <nder. Sometimes it can be ^sixable to vaiy th ^ 
drug dose that a patient is taking or to complement erne type of drug with a different 
type of dnug within a ceztain interval or for other reasons decide a certain sequence of 
dn^takea providing on Che blister label thai each electrical lead/connection cotre^ 
^»onds to a unique resistattoe value the sum of two resistances. i.e. by rupture of twi 
blistais, will indicate exaedy which two electrical leads have been broken and b:- 
means of the computing means in Ae device it will be possible to confimi that th»: 
correct doses have been taken in the correct order and at the specified time or to gen • 
eraxe an error message that n wrong dose has been dispensed. 



10 



This arrangement, ^rinm each electrical lead/connection ooixesponds to a unique re 
sistance value nxakes it possible that aU leads i^hare the same contact 
the constzucdon of the blister label with difiTerent resistance values cooesponding u 
different electrical leads requires the production to be more precise the device for de 
15 tecdng and computing the data fiom the blister label can be significantly simplified* 

Fig. 1 illustrates a device according to the Invention 

Fig. 2 illustrates an exploded view of a device according to the invaition. 

Fig. 3 illustrates a blister label according to the inventian, and 

20 Fig. 4 iUusnates an alternative blister label configuration. 

A device 1 for storing and registering the digyensfng of drug doses is shown. The de- 
vice is built up by two pivotable lids 23. In die device 1 is mserted a blister &r cofr 
taining in diis example fourteen drug doses 5 in tablet fbim. In fig. 1 the device 1 i: 
25 shown In its activaied state. 

For removing die blister 4 tiie lid 3 coastitutiqg the holding means for the blister mus- 
be rdeased by a locking nmhaiiism 4, wfaeretyy it b possible to pivot the lid 3 ar^ 
the hinge 7. The blister 4 can hereafter be removed from the device 1 and a new 03 
30 different inserted. 



On fhe device is fiirthennore provided a LED display 8» herein hidicatious for timt 
elqised since last drug <B^ensionr real time, errarmessesest energy level, and tiielikr 
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can be indicated. Hie device 1 is finthennore equipped wilh^vo buttons 9. lOlbrn.*- 
nipulaing and cofflrolBng the hani/soW contained in tha device 1. TT« swit.h 
inean»9is«sadtetmninatethe«ud,Trfealam,andthe8«itt^ 
lesetti^g oftlio tinang device. Fariiiennoie, Bli^ 
5 «»*v«edv»liBn It is time-to dispense the new dhig dose. 

In onler to preserve energy a switcli (not shoira) can be instaUed. wMch 

vated irtien the lid 2 is pivoted into its open position as indicated in fifr 1. 

switi4 is activated an elecliiMl eunert is induced throughout tl« device 1 and acr«^ 
10 Oieeleeiriealleacb in the blister 4. 

la order for the usa to be able 10 easily check v,hen the nert drug dose is due an af . 
erture can be provided in the pivotable lid 2, whereby it is possible to read the tim J 

iiHiicatitminl!»display«withomh«vingto<>penthedevicel^ . 
the energy consiunptim by indudbog oinent in ttie dectrical ciieui^ 

fa Fig. 2 is illustrated an exploded view of the device I. Tlie same elements hav« th.» 
sdme reference munbecs. 

Cto a bottom fiame 13 is an aiifflble alam in tihe shape of a smaU loudq»eaker U ar . 
ranged the proper ciicuitty for generating the abmfapiovidBd on th^ 
plate membCT 15. which also carries contact points Ifi. which witt engage contact is 
lands on die snrftee of the blister label as wiD bo discussed below. 

25 A prist board 17 is provided, which ptintboaid carries the necessary electronic dr 
cutoy for registeitag faput signals via flw comaet points 1 6, computins means 19 foi 
compnlii« intenrab at which the drug dose has to be dispensed, ao electronical 
device^ and a separate energy source 18 for providing energy to die stanige &ca^ 
well as the thuer device. A LED display 8 is provided in order to give the user a possi- 
bility to deteathe stanis of the system. Via the display it is possible to get aread ow 
of energy levBb fa the battery 19 ariaiiged in the basic Irame 30, emergency or ei^ 
messages generated fa die computiog means 19, real time as weU w time fiom lasi 



20 



30 



• 
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drug dose dispensed. For design rsasons a coloiared pzotecdve cover 21 can be inserti d 
between tiie torn of the display and the top fiamie 22 of the ^ 

In *i5 embodimexrt ihe tsqp frame coo^^ 
tiro 24 ai© provided The qjcrtores 24 coxieq^ 

which the drug doses aie packaged. Furthennore, qiertmes 25 are provided tfazo^ h 
which the contact points 1 6 can come into contact with the contact islands provided o o 
the blister iobcL 



Ttirning now to fig. 3 a blister Idjel is iHusiiaieA A d^ 
used in a device as dcscnTied above is biiih ijp fiom e 

blisters, Le. depressions, in the foil material has been formed. Each bHster 5 has a siz 9 
and shape vi^ch will accomodate one or more drug doses. UsuaDy one single dru j 
dose Upacked hi each blister. Once the drug doses have been placed m appropriat: 
15 W»tets in the fto foil a blister W)el 26 as illustrated^ 
drag doses are packaged in closed, separate blisteis. 

An electrical connection 27 extending across each separate blister is provided, Th> 
connector comprises two sapeiposed layers of electricaUy conductive material, whidi 
20 ate separated by an msulating layer. Each connection 27 is furthennore connected t . 
two contact islands 2^, 29. 

When a drug dose is dispensed the user wiU usually press on the first foil constitutini : 
a blister 5, whereby a drug dose is squeezed out thiough the blister label. Wbten th*- 
25 drug dose has to pass the blister label 26 it wiU break the lead 27. 

In order for the tiser to gaiD access to the drag doses pecked m the blistets it 
satytot^tiie Ud 2, «1ierel^ the electrical circuitiy win be activHat 
above. The system will detect the breakage of the electtical lead 27 and (hei^iegis^ 
30 ter that a drug dose has been dispensed. Data of the dispension will be stored in tht 
datastorage as well as a tuning device wiU be activated, whereby the user via die dis- 
play 8 will be able to check time elqm since last drug dose was dispensed. 
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In order to further secure that a safe breakage of the si^eiposed two elecixical leads : 7 
is attained the blister label 26 is perforated. Tlie perfbtatioa substantially confonns o 
the shape and size of tiie drug doso and thereby to the blister ia the top foiL F>r 
squeezing a drag dose thfon^^ Ubio blister label the pez£»ation will provide a w«k 
zone where bieaki^ of the naatefial wfll occur. As the electi 
across the blister it is assured that tiieptessuie of a drug dose will cause the electricil 
connection 27 to break. It is thereby assured that a breakage of the lead 27 will occur 
and that this will be registered by the circuitry. 

By having the double lead construction a redundant system is provided. The advan- 
tages of having a redundant systein can be seen in the iki that to tonces in th^ 
duction of the electrical leads, tear and wear during nianu&cture» transport and hista .- 
lation of flie blister in the device a$ well as control functions m the systm itselC att * 
gain from this system. 

The computing means 19 will after a blister has been inserted into device and si* 
cured by closing the hoMnig tneans 3 carry out a control cheek in ardar to « > 
that die drug container has been correctly inserted into the device. One possiMity fc r 
dieckmg this is for the circuiiry to make sure that the contact islands axe superposel 
appropriate contact points. Alternatively, the contact islands 29,31 and 33^4 can I:? 
assymmetrically disposed on the label 26, whereby the system will detect wrtietha c r 
not these have been correctly placed in relation to the contact points built into the dt - 
vice, 

Ibe label itself is usually made from a flexible plastic material, paper, cardboard, cr 

mixtures of diese materials having similar characteristics, i.e. the possibility to adhei s 

to dse blister foil as weU as being able to support the dri^ doses inside the bli^ 

being weak enoi^ to break when a user is urging a dnig dose out of the blister 
agieg. 



The configuration of the electrical leads and the contact Islands on the blister label ca i 
be as hidicated in fig. 3. ia this configuration all contact islands on the blister label ars 
oameeted to the eixeuitry, vdierel^ it is posssUe to register the breakage of one elec - 
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trical connecti on, when a drug dose is taken out of ^ blistep since ttie cdxcmtEy w U 
detect that an electric^ lead has been broken. 

&i another embodiment of the invention* vibete ifac configuraEion of the deetrieal ted 
and the contact islaiids on the hiister 

of the dispensiz^ of a dose m a diffetem wajr. ii fig. 4 is illnstiatBd a c&fEtent coo i- 
figuration where substantially fewer contact islands and therefore substantiaUy fewc 
contact points axe needed m the device. It is tfaerefoie che^ to njanufectwe the dr>. 
vice as well as the blister label 

In fig. 4 the electrical leads 35 are airanged suchthai they will extend across the zore 
on the blister label, where the blisters ate placed in paraDeL Contact islands 36 ai e 
connected via the electrical connections 35 to contact island 3 X The second lead lay* r 
of the two superposed layers are oonnecGed via contact island 38 to 39. The electticil 
leadi as wdl as the contact iaiarids are prcfiarf>ly made 

siantially. content of t^n. When a drug is forced tfaiough the bUster label anl 
thereby breaks the electrical lead, c.g, the lead indicated hy 40, the circuiny win reg- 
ister a relative change in the resistance between contact points 36 and 37. respectivel / 
38, 39. By comparing this resistance change in the two si^erposed lead layers it can b » 
determined fiut a dn^ dose has been di^iensed. 



As a further saffeguard to ensure that the registered change is a true value and not do; 
to changes in temperature, moisture, or mechanical wear, a control strip of electrical 
lead 4 1 vrith s^arate contact islands 42» 43 may be anan^ on the blister label. B ' 
25 having a section of reference lead 41 it is possible to correlate 

control lead widi the resistance ui the lead extending across die drtig doses. Hereby j t 
is possible to clean the result ftam variations and temperabire, moi$h2re, etc. 

The cconecdons extesw&jg across each blister can have umque electrical resistanco 
30 values wfaeteb>' it becomes possible to detect precisely which dryg dose (bHster bro • 
fcen) has been dispensed. This is espedaUy important b treatments requiring a certaii i 
sequence of drug doses to be tdcai. 
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1. Blister label for use in pacikagins c»f drugs, &r example in tablet ei^isiile o • 
pill fonn, wiiere eacOi drug dose is packaged in separate blisters provided in a bliste* 
foilandcIosedoflfbyabli$terIabel,characterized in that said label is itq> 
totabK at least in zones conesponding to 4e blistere, and diat for each drag dosei 
there is provided an electrical connection extending across each xoptarMt zone ant. 
that upon nqituietbe electrical comection will break, and Anther that each c(mnectioi . 
extending across each nqsturable zone consists of at least two substantiaUy si^Miposei . 
separate electrical leads separated by an insulating layer, and tibtat eacih lead is con- 
nected to two contact islands. 

2. Bllstorlabelaccoidingtoclaun 1, characterized in that the oontac: 
islands axe arranged along ana or move edges of the blister labeL 

3. Blister label according to claim! or claim 2, charact erited intfaatth>i 
label is partly peiforated along the outline of each nipturable zone. 

4. Blister label aceoxding to any of dainis characterized in that 
20 each electrical lead/conneedoaocmspaDds to a unique resistance. 

5. Blister label according to aiQrcIaini 4. characterized in diat all leads 
share the same contact tslaads. 



25 6. BlistarlabelacGordingtDc]asns4orclaim5, characteized inthatth: 
electrical leads are made of a conductive material with a substantial content of for ev- 
ample carbon and that a reference lead is provided outside a niptuxable zone made c f 
the same conductive material. 

30 7. Blisteriabelaccordingtoanyoffteptecedingclaims!, characterize i 
in that at least two contact islands are ananged a^znmetrically on the labeL 
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8. Blister label acconiiogtD any of the pzec«diiigel^^ characterized 
inthat daiaitlMiDgto any oneormaw of the following: <lnig user, drug type, dr ig 
idectificatioii, diug manu&cturer, sequence of disposing each dose^ presCThing dec- 
tor or lios{iital loay be stoied on the labeL 

9. Metfwd for registering the dispense 

capsnle, piU or the like foim is padmged in a drug container, wherein said drug co i- 
tainer comprises a fiist foil, in vi*ich at least oj^ blister pocket for acconmxodating a 
diag dose is provided, and aru^jturable blister label dosing aQ blister pockeis, and tb it 
on at least one side of die kbel an electrical lead for eac^ pocket Is pra^ 
lead extaids a^oKt ea^ pocket; said lead being connBCted to two contact islands at d 
forther that die drug container can be ammged in a device, which conaprises holdirg 
means for detachably holding a dtog container, a time device, where the holdirg 
means comprises electrical contact points and an eneigy souice, such diat for each 
contact island under die drug containa^ dtete is a conesponding contact point in de 
liolditig meana^ such ibat )xdieaa tiie drag container is conec^ placed in the holding 
means an electrical circuit is established, and fotdier such diat when a drug dose' s * 
dispensed fiom the drug container by pressing on a blister, such that the drug dose .s 
forced through die rupmrable blist» label, the cotxesponding electrical lead for flui 
blistvpoclKt wiU be broken, wlddi break wiU be registered and r^ 
as well as sttkriog the time, v/bsa die deotrical lead was broken in a stozage means 
provided in the holding device for later read out or transmission via intec&ce ^ w^^ $ 
provided in the holding device as well as oompudng means arranged to trigger dia 
timer devicep eompaiB the htptrt Hate, ami fi^i xf^ f?ngmt 



10. Device for storing and leglsteting die dispensing of drug doses, said droi 
doses being padcagied in a dn« coniainer comprisiQg blisteis fosmed in a flexible foi • 
and said bHstezs are dosed offby a blister label as defined hi any of the datms 14, 
characterised in tibial the device comprises contact poutts, at least correspond- 
30 mg to contact islands provided on die ha>el as well as holdhig means for holding sai l 
contact islands of the drug container in electrical contact with die contact points, an*! 
that said contact points are coonected to a conq;mting means comprising an eleetric£l 
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timer system, outpm means In the form of a displety vxd opdonalty an audibie alam . 
data storing means and a source of energy. 

11. DevieeaccttdiQgtoclaim 10, cliaraeterized in that Hie holdia; 
5 means c ftinpri «w a jSist lodcalile membei; xriiicfa member can be bcon^ fiom &t 

open position in ^ch a drug container can be placed in tfie device to a closed poaa» 
tion» where tlie member fixate the drug container in relation to the device^ and £a pai- 
tioular in relation to die contact points* and Qpdonal^ control switch means xegistexin; ; 
if tiie meaiber is conectly engaged in its dosed posidon. 

10 

12. Devieeacconfisgtodaim lOor 11, chaiacierized kdiatlhecom- 
pndng means generate outpvx to the <fisplay inAle^^n^ ia the (fisplay simultaneously o * 
by manipulating switches provided on the device, time elqys^ 

pensed, lesl time, enor messages, low energy level, and further optionally a visual 
15 and/or asdible fntfigatw /^^^M^ 

13. Device accor^ng to any ofthe claims 10 to 12, characterized iafha: 
an iniBi&ee means in the shape of a mofaOe finsh card device, USB gate, infrared 
transmission xneans or a paraQef or serial pott means for g WTO'"^ «g«*»"g^ ^™'gfen^ FTi? ' 

20 data to and ftom an oQiside device is provided. 

14. DeviceaccoidfaiigtDclBhn 23, eharao terized in thai the compotuv; 
means can be r e pf ognm u ned via die interface means, 

25 15. Device aeeoiding to any of the claims 10 to 14, characterized intfaae 
the ccmpudog means conqnises data rdasbig to any one or a combinailon of the • 
lowiiig: drug uso; drug type, drag identification, drug mamdactuxer, sequence of dis- 
pensmg eads dosfi^ prescdbmg doctor or hospitaL 
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The pesent invention relates to a biiste label for use in a dxug container, a device f n 
storing and legistedng the dispeodi^ of drag dose9^ n 
drug containers of the blister lype^ as well as a mediod for reigiatering the dispensing < »f 
adnigdose. 
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